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PREMARKET NOTIFICATION 510(K) SUMMARY
Page 1 of 2

1. Submitted By: Hudson Diagnostic Imaging LLC
610 Boulevard
Elmwood Park, NJ 07407

2. Contact Person: Dr. Martin E. Wendelken
3. Name Of Device/s:

a. Trade Names: Hudson 8000 Ultrasound Scanner*
Hudson 9000 Ultrasound Scanner**

b. Common Name: Ultrasound Scanner

¢. Classification Name: Ultrasonic pulsed echo imaging system
FR No. 892.1560 Product Code: 90-1YN

4. Legally Marketed Device for which we are claiming substantial equivalcnce:

Scanner Trade Names: Mycolor 202 (Pico) Ultrasound Imaging System™
Manufactured and Distributed by:
Medison America Inc.
11075 Knott Avenue
Cypress, CA 90630
Scanner 510(k) Number: K031552

Scanner Trade Names: Aloka SSD-900 Ultrasound Imaging System™**
Manufactured and Distributed By::
Aloka Co. Ltd.
10 Fairfield Boulevard
Wallingford, CT 06492

Scanner 510(k) Numbers:  K983879

Scanner Trade Names:Hudson 2020, 2040, and 2060 Ultrasound Imaging Systems
Distnbuted by :
Hudson Diagnostic Imaging LLC
610 Boulevard
Elmwood Park, NI 07407
Scanner 510(k) Number: K011284
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PREMARKET NOTIFICATION 510(K) SUMMARY
Page 2 of 2

5. Description of the Device:
The Hudson 8000 & 9000 Imaging Systems are diagnostic ultrasound
scanners which incorporates a proprietary method of imaging wounds both
cavermnous and non-cavernous types. The ultrasound scanners use linear
array transducers (5—10 Mhz) . The scanners are capable of imaging
wounds including pressure ulcers which may invade and penetrate tissues
as much as 6 cm in some areas of the body.

6. Intended Use of the Device:
High resolution ultrasound imaging of wounds

7. Summary of Technelogical Characteristics compared to Predicate Device:
The technological characteristic the predicate devices are cquivalent. The
incorporation of the Wendelken / Pope method of imaging wounds using
diagnostic ultrasound along with predicate and equivalent ultrasound
contact media provides for the imaging of wounds.
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{ {@ DEPARTMENT OF HEAITH & HUMAN SERVICES Public Health Service
%

Food and Drug Administration
9200 Corporate Boulevard

JUN 1 0 2004 Rockville MD 20850

Dr. Martin E. Wendelken

Official Correspondent

Hudson Diagnostic Imaging L.L.C.
610 Boulevard

ELMWOQOD PARK NJ 07407

Re: K040926 ,
Trade Name: Hudson 8000 and 9000 Ultrasound Systems
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1 560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: Il
Product Code: 90 TYN, IYO, and ITX
Dated: April 7, 2004
Received: April 26, 2004

Dear Dr. Wendelken:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the Hudson 9000 Ultrasound System
with UST-5524—7.5 40mm Linear Array Transducer and the following transducers intended for
use with the Hudson 8000 Ultrasound System as described in your premarket notification:

HL 5-9ED 5-9 MHz Linear Array
C2-4ES Curved Linear Array
C3-7ED Curved Linear Array

HC2-5ED Curved Linear Array
EC4-9/10ED Endocavity Curved Linear Array
EC4-9ES Endocavity Curved Linear Array




Page 2 - Dr. Wendelken

If your device is classified (see above) into either class II (Special Controls) or class I1I (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801, please
contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the
promotion and advertising of your device, please contact the Office of Compliance at (301) 594-
4639. Also, please note the regulation entitled, “Misbranding by reference to premarket
notification” (21 CFR Part 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597 or at its Internet address
“http://www.fda.gov/cdrh/dsmamain.html”.

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212.

Sincerely yours,

f,ﬂ/ Nancy C. Brogdon
Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Hudson 8000 Ultrasound System

Diagnostic Ultrasound lodicadons for Use Form
ntu«nomtmmmmmmmm.
intonded Usa: Diagnostic ultrasound Imaglng or fiuld flow analysiz of the human body as follows:

Mode of Oporticn
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Yvtrerypern e (soncifty)
vimoperatwn Neturokagios|
s E T B P Notc 2 Foted L5
Sorunl Orgtant (apacity) pirlr r Note Z Nptei5.4.5.9
Ml Capimfic
A Cophatc:
Cardmc P P P P Nolc 2 Notc 7
| Veurmenophagond
T wactel b P P P Note 2 ote 3.6
Y rmarvacomgiras] pleyrP P Notc2  Mote 3.0
Trarmurslyal
i inr
Poripfeisal Vncuber i 16 I I Note 2 ot 3,50
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N= naw Indicaton; P= praviously deared by FDA. E= addod under Appendix E
Additional Comments: Note 1: In conjunction with Wendelken / Pope scanning, method and contact media,
Note 2: PWD/Color Doppier. PWD/Power Doppler; CWDiColor Doppler; CWIDY Power Doppler

Note 3: Includes Imaging for puidunce of Biospy- Notc 4; Tissue 1{armonic imaging

Note §: Example: Thyraid, ParaThyroid, Breast, Scrowm, & Penis in aduly, pediatric and neonatal patents

Notc 6: 31 imaging  Note 7: Color M mode  NotcHudson £000 Scanner is a relabeled Medison Pico Scanner
See K031552
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Hudson HL 5-9ED—5-9 Mhx Lincar Array Ultrasound Transducer

Diagnostic Urascund Indlcations for Use Form
Fill out one form for aach mmmmm.
intanded Use: Disgnostic ultrasound imaging or fsd flow analysis of the human body as follows:

CQlivdcnd Applicaton

ok of Opexaiion

{wpacily)

I

P

- Notes: |1 2,34

P- Notes:{A,1.2,3

I’- Nofes

123

- Notes: 1.2, 3

P- Notes:|{.2,3

O (apocityy Wounds

N

N

N

N-Note

Note:2.3

N= naw Indication; P= praviously deared by FOA; Ex addod under Appendix £

Additional Comments:_{n coni

Note A: Thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and nconatal paticents

unction with Weadelken / Pope scanning, mcthod and contagt media,

Note 1 PWN/Color Lappler, PWD/Paower Doppler Note 223D imaging,

Note 3: CWD/ Color Doppler. CWD / Power Doppler

Note 4: Tissue Harmonic imaging

Note S: The Hudson HL S-9ED probe s a relabeled Medison 111,

5.9 ED probo—=Sce K031552
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Prascription Usa (Por 21 CFR £01.108)
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Hudson C2-4ES— Curved Linear Array Transducer

Diagnostic Ultrasound Indications for Use Form
H1 out one form for sach ultrasound systom and sach transdiocar,
Intanded Use: Diagnostic ultresound Imaging or fluid flow analysis of the human body as follows:

Clident Agpilication

Blouthe of Opexmtdon

A | B8 1 W [|PFPAD |CWD | Color

P Note: 1 Note: 2

e (wpuectty}

N= now Indication; P= previcusly doared by FDAS E= addad under Appemlix £

Additional Comments;

_Note U PWDYColor Doppler, "W/ Power Doppler, CWD/Color Doppler, CWI3/Power Doppler

Note 2! Color M Mode

Note 3: The Hudson €24 ES probe is a relabeled Medison €24 1S probe  Sce KO31552

PMASE OO MOT RTTE OCLOW THE UMNE - CONTINLE” ON AsCTTHER P o8 nEDELT)

T Dedi e

Prescripton Use (Par 21 CFR £01.108)
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Hudson C3-7ED— Curved Linear Array Transducer

Diagnostic Utrasound lndications for Use Form

FIIl out one form far each ultrasound wystem and sach transducer.
Intorded Use: Diagnostic ultrasound imaging or fusd flow nnalysis of the human body as follows:

Mode of Opatation

Color
Doppler

ATOide
Daopplar

Conrnbrirasg
(mpmcify)

OXTvt
(apumify}

Note: |

Note:2,3 .4

Note: 1

Note:2.3 4

l)

Note: |

Notc:2.3.4

Trurmesoptwgcesl

T ranerwctsl

T rarvosspirmd

Trowrnaetwul

Infrevecular

Poriphecsd Vs der

Lupeercunonpie;

homcx st mbombeted
Correesyoeraz)

Musado-sholsind Superficial

Orttear (o

= now Indication; P= praviously daared by FOA. E= added under Appendix E

Additional Commemts:

_ Note I'PWD/Colar Doppler, PWD/Pewer Doppler, CWD/Color Dappler, CWD/Power Doppler;

Notc 2; [ncludes itmaging, for guidance of biospy Note 3: Tissue Harmonic Imaging: Note 4: 31 Imaying

Note 4: The Hudson C3-7 BN probe is a relabeled Medison C3-7 ELY probe

See KO31552

PLEASE OO0 AT WaeTT SETLOMWY 10 Linat - mzmmnc{rm

T e/

Proscripion Use (Per 21 CFR £01.109)
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Hudson C3-7ED— Curved Linear Array Transducer

Disgnostic Ultrasound indications for Use Form
F11 out one form for each ultrasotmd system and each transducer.
imended Usa: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Sode of Oparmion

Colew
Dopglar

ATt sde
Dxtappha

Cornbiires
(mpctfy)

OPwur’
(mpucify)

-

Note: |

Note:2.3.4

Notc: |

atc:23.4

P

Note: |

Note:2.3.4

T rtanwrwcind

T rarreasirml

Tremrvmuredwul

nFevascular

ﬂpd Vo far
Lapowroweonpie

WUl abasiedad
Coorwenn tona ]

itk shaleind Superficial

Ottwer (wppercify’

N= naw indication; P= previously daeared by FDA. E= addad under Appendix E

Additional Commenmts:

Mot 1'PWD/Colar Doppler. PWD/Power Doppler, CW0VColor Doppler, CWD/Power Doppler;

Note 2: Includes imaging, for guidance of biospy Note 3; Tissue Harmonic Imaging Note 4: 3D Imaging

Note 4: The Hudson C3-7 £ probe 15 a refabeled Medison C3-

PFLEADE O MOT WRTTC BITLOW Thle Line - mmmnﬁrm

mdmm«mjﬁﬁm

Proscription Use (Per 21 CFR 801.108)
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Hudson HC2-5ED — Curved Linear Array Transducer

Diagnostic Utrasound Indications for Use Form
Al out orm form for asch ultrasound systom and asch transdocar.

Irtended Use: Diagnosdic ultrasound imaging or fluid flow analysis of the human body as fullows:

Mcie of Oparaion

Chinical Apphcrton A B ™M | PWD {CWD Coidor Ayl Caolor Carmbired
Doppher Dopphos Valocky (mpucity)

ot P iy ip P Note: | Rote:2,3.4

Apxciormire! p P p i L Note: | HNote:234

Note: 1 Note:2.3.4

Ororvar (wpncityh

N= now Indication; P~ previously deared by FDA; E= added under Appendx E
Additioral Comments:

~Note PWD/Colar Doppler, PW/Power Dappler, CWIMColor Doppler, CWIYPower Doppler,

Note 2: Includes imaging for guidance of biospy Note 3: Tissuc Harmenic Imaging  Note 4: 3D Imayging,

Note §: The Hudson HC2-5 ED probe is a relabeled Mcedison HC2 2-5 £ probe Bee KO31552

PLEASE 08 pOT WRTTE BULO THEL LIME - GONTIUUE Op AsCTTMERR RACKE IF MESHDIECN

m«tmo«w—«oﬁ‘-—-m
Sl .
Chainy B ¢

e T el
R A I A WS
Presciption Ura (Par 21 CFR 801.109) Chesnan oF neproductive, Abaorainal,

soaogical Devices
5t eyl ‘
umier KD ] (s
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Hudson EC4-9/10ED~- Endocavity Curved Lincar Array

Diagnostic Ultrazound lndicatiorrs for Use Form
Flll out one form for each ulirasound systom and each transchecar.
Intonded Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Mode of Oprsorion

Cliriconl Appiicaton ” B o | PWD |CwD Cokar Acrpithuc Caolkor Cambirmd v
Ooppler Dappher Vesocity {mpnmcaty) (mpmctty}

Note: | [Note:2..4

i
E
-~
=
v
-

T rarvevesgirest PP P P Note: [ {Note:2,3 .4

Pl iiwad VoL

Ot {woecifvl

N= now indication; P= praviously claared by FDA; E= addad under Appendix E
Additioral Cammants;

Note 2: Includes imaging for puidance of hiaspy

Note 3: Includes intertility monitoring ol follicle development Note 4: 31 Imaging,

Note §: The Hudson EC 4-9/10ED probe is a refabeled Medison £C 4-9/10 ED probe - Sce KO3 1552

7 A

E) -0
Uivision of Heproductive, Abdomtnal
ana Radmioglcal Devices

310¢x) Humber _ 04092 Iy

Preccription Uso (Per 21 CFR 801,109}
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Hudson EC4-9ES— Endocavity Curved Linear Array

Diagnostic Ultrasound lndicadons for Use Form
Flllouton-formforuchuluwdsyﬂunudmm.
Intanded Use: [iagrnsticmmmndlmagh\gnrmwanalyuisdhhmmbodymfdmz

Mouke of Opsraion

Covlar
Dopplar

Acmplituca

Doppier (mpmctty)

Ot
(mpmcity)

Trnrsmophwgnad

T arvwrmctsd

!)

l)

ia=1

Note; |

C

o2, 4

Trnowmgirel

P Note: !

Note:2 3.4

T rregLaretrul

T osculac

Periftrmni Vimsc e

Otwr (apuectiy)

N= naw Indication; P= previously deared by FDAL Ex= addod under Appendix E

Additiomnsl Commants:

Note 1-PWIYCalor Denoler. PWD/Power Doppler, CW1D/Color Dappler, CWD/Power Doppler

Note 27 Includes imaging for guidance of biospy

Note 3: Includes infertility monitoring of follicle development

Note 41 3D Imaging,

Note 5: The Hudson EC4-9ES probe is a refabeled Medison EC4-9 'S probe——See K031552

mmmmmmu.Wmmmvm

Prescription Lisae (Per 21 CFR B01.109)
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Hudson 9000 Ultrasound System

Disgnoatic Urtrasound Indications for Use Form
FIlloutamfofmforudtuhmmid-yMnndn-chm.
Irdonded Use: Diagnostic ultasaund imaging or fuid flow anatysis of the human body as fallows:

Moste of Oparaton
Cliricas Agplacition Al B| w[Pwo|owo ] Cokw | Ampiuda Colr | Combired Ochar
. Oopgia’ Dogoler Velocky (pmecify) (mgrancity)
regpey)
0 . r B/M
Fadat |3 P B/M
PR rr B/M
rtrwoparata PP B/M
P —— | & P /M
Padbme P p 8/M
St Organ (apoctty) L BM | Note 2
Neacvatnd Cachfc Py 13/M
AdLlt Cophalic: P P A/M
Carge:  PPediatric
| Teascsophogenl PP B/M
Tranmrctel Pr 13/M
Trwyevagnal
Tomermarelieral
irwanctar P|r 8/M
Poripferel Viewcuber P P B/M
Lapsromcopic P ir B/M
Mursciso-aiodednl
Canverrtioral
Orvar (spocity) N IN B/M |Note

= now indication; P= previously daared by FOA E= addad under Appendix E
Additional Comemnents; .

Note L: In conjunction with Wendelken / Pape scanning, method and contact media.

Note 2: Thyroid, Parathyroid, Breast. Scrotam, Penis in adult, Pediatric and Neonatal Patents

Notc 3- The Tudsan 900 Ultrasound System is a relabeled Aloka 900 Ultrasound System Sce K983879

mdcmmdmm(m

et F AW
(Division Sign-Off)
Presciption Use (Per 21 CFR 801.109) Division of Reproductive, Abdominal,
«na Radiological Device
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Hudson UST-5524—7.5 40mm Lincar Array Ultrasound Transducer

Disgnostic Ultrasound Indications for Use Form

F!Ilaulomformhraachummdqmuﬂmhm.
Intended Use: Diagnostic ultrasound imaging or fuld flow analysis of the human body as follows:

Cltrdoond Apaplicartan

Wede Of Oporation

Cokw | Amplitude

Oupgher Doppler Vaslocity

Cxrvc
(mpwcify)

B/M.

Notg:2

Teranarescial

]) P

B/M

Ottvar fmpocity} W ounds

N | N

N— /N

Notc |

N= naw indication; P= previcusly deared by FOA: E= addad under Appendix E

Additonal Commernts:

Note |1 In conjuncti

on with Wendel

ken / Pope scanning method and contact maedia,

Note 2: Thyroid. Parathyroid. Breast, Scrotum, P

cnis in adult, Pediatric and Neonatal Patents

Nole 3: The Hudson

UST-5524 probe is a relabeted Aloka IST-5524 probe —See K983879
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Prescription Une (Por 21 CFR £01.109)
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